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DETAILED ACTION 
Election/Restrictions 

1. Applicant's election of Group II, claims 14 - 57 in the reply filed on October 20, 2006 is 
acknowledged. Additionally, the species of trypsin, glycerin, poly(oxyethylene)- 
poly(oxypropylene) block copolymers, benzalkonium halides, and citrate are acknowledged. 
Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). 

The restriction is therefore maintained and made FINAL. Claims 1 - 13 and 58 - 72 are 
withdrawn as being drawn to non-elected subject matter. Claims 14-57 have been considered 
on the merits. 



Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
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subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

3. Claims 14 - 38 and 41 - 57 are rejected under 35 U.S.C. 102(a) and 102(e) as being 
anticipated by Asgharian et al. (US6 139646 A). 

Applicant claims a composition comprising a cerumenolytically acceptable enzyme in an 
amount effective to assist in removing human cerumen; and an aqueous otologically acceptable 
vehicle. The enzyme is a protease, specifically a proteolytic enzyme, trypsin, that may be 
microbially derived, that is alkyl trypsin, more specifically is methyl trypsin. The vehicle 
comprises a demulcent, surfactant, preservative or buffer which are glycerin, poly(oxyethylene)- 
poly(oxypropylene) block copolymers, benzalkonium halides and citrate, respectively. The 
methyl trypsin is present at about 50 - 500 AU/ml. The composition further comprises an 
enzyme stabilizing agent that is a monomeric polyols, specifically glycerin; further comprises a 
bicarbonate in an amount to assist in removing human cerumen, specifically sodium bicarbonate. 
Applicant additionllay claims a 2 part composition comprising a cerumenolytically acceptable 
enzyme in an amount effective to assist in removing human cerumen; and an aqueous 
otologically acceptable vehicle; wherein the 2 parts are maintained separately and mixed before 
administration. The vehicle further comprises a bicarbonate in an amount effective to assist 
removal of human cerumen, the enzyme is a protease, proteolytic enzyme, trypsin, is microbially 
derived, specifically is an alkyl trypsin, more specifically methyl trypsin. The bicarbonate is 
sodium bicarbonate; and the composition further comprises a demulcent, surfactant, preservative, 
buffer, enzyme stabilizing agent that is monomeric polyols. The first and second parts are 
packaged in separate bottles; the first and second parts are packaged in a device with a first 
container receiving the first part and a second container receiving the second part; and a non- 
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permeable membrane separating the containers; wherein the membrane may be torn to allow 
mixing of the first and second parts. 

Asgharian teaches a composition comprising an alkylated trypsin (cerumenolytically 
acceptable enzyme) (abstract) and water (aqueous otologically acceptable vehicle) (claims). . 
Specifically the enzyme is methyl trypsin (col.4 line 23-43), which may be microbially derived. 
The composition further comprises buffers, surfactants, preservatives and enzyme stabilizers 
(col. 6) to include citrate, sodium bicarbonate (col. 6), monomeric polyols such as glycerol 
(glycerin) (also a demulcent) (coL7), benzalkonium halides (col. 10), and block 
copolymers/pluronics (copolymers of poly(oxyethylene)-poly(oxypropylene)) (coll 1). The ' 
enzyme is present at 1 - 100 PAU/ml (or 1-100 AU/ml, as described by applicant in spec p.l3- 
14) (col. 9). Asgharian teaches the composition in two parts, specifically a part 1 comprising the 
enzyme and part 2 comprising the diluting composition (or vehicle), whereby the parts are 
maintained separately until use (col.9). Specifically, 2 compartments (or containers) are 
maintained whereby a mixing chamber mixes the 2 parts together just prior to use (col.9). The 
reference teaches the containers of WO 98/25650 may be uses which teaches a breakaway 
membrane that is torn (claims). 

The reference does not identify the composition effective for removing human cerumen. 
However, the intended use of the claimed composition does not patentably distinguish the 
composition, per se, since such undisclosed use is inherent in the reference composition. In 
order to be limiting, the intended use must create a structural difference between the claimed 
composition and the composition of the prior art. In the instant case, the intended use fails to 
create a structural difference, thus, the intended use is not limiting. Please note that when 
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applicant claims a composition in terms of function, and the composition of the prior art appears 
to be the same, the Examiner may make rejections under both 35 U.S.C 102 and 103 (MPEP 
2112). 

4. Claims 14 - 18, 21 - 25, 27, 29, 31 and 34 - 36 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Chowan et al. (WO 96/40854). 

Applicant claims a composition comprising a cerumenolytically acceptable enzyme in an 
amount effective to assist in removing human cerumen; and an aqueous otologically acceptable 
vehicle. The enzyme is a protease, specifically a proteolytic enzyme, trypsin, that may be 
microbially derived. The vehicle comprises a demulcent, surfactant, preservative, buffer, 
glycerin, benzalkonium halides. The composition further comprises an enzyme stabilizing agent 
that is a monomeric polyols, specifically glycerin, 

Chowan teaches a composition comprising trypsin (cerumenolytically acceptable 
enzyme) or micbially derived enzymes (p.9) and glycerol (glycerin, a demulcent) (aqueous 
otologically acceptable vehicle) (p.7, claims). The composition fiirther comprises buffers, 
preservatives (p. 15), surfactants (p. 17), enzyme stabilizers and/or benzalkonium halides (p. 15) 

The reference does not identify the composition effective for removing human cerumen. 
However, the intended use of the claimed composition does not patentably distinguish the 
composition, per se, since such undisclosed use is inherent in the reference composition. In 
order to be limiting, the intended use must create a structural difference between the claimed 
composition and the composition of the prior art. In the instant case, the intended use fails to 
create a structural difference, thus, the intended use is not limiting. Please note that when 
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applicant claims a composition in terms of function, and the composition of the prior art appears 
to be the same, the Examiner may make rejections under both 35 U.S.C 102 and 103 (MPEP 
2112). 



Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

6. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

7. Claims 39 - 40 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Asgharian. 

Applicant claims a composition comprising a cerumenolytically acceptable enzyme in an 
amount effective to assist in removing human cerumen; and an aqueous otologically acceptable 
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vehicle. The composition further comprises a bicarbonate in an amount to assist in removing 
human cerumen, specifically sodium bicarbonate present at about 0.5 - 15%. The enzyme I 
methyl trypsin and is present at about 50 - 500 AU/ml. 

Asgharian teaches a composition comprising an alkylated trypsin (cerumenolytically 
acceptable enzyme) (abstract) and water (aqueous otologically acceptable vehicle) (claims). 
Specifically the enzyme is methyl trypsin (col.4 line 23-43). The composition further comprises 
sodium bicarbonate (col.6). The enzyme is present at 1 - 100 PAU/ml (or 1 ^ 100 AU/ml, as 
described by applicant in spec p. 13-14) (col.9). 

The reference does not specifically teach the composition comprising 0.5 - 15% sodium 
bicarbonate. However, Example 4 clearly discloses sodium bicarbonate in an amount of at least 
0.2%. Since the amounts of the other components (i.e. lactose) are variable, the amount of the 
sodium bicarbonate may also vary in terms of its percent amount. Thus, in following the 
teachings of the cited reference, one of ordinary skill in the art would have been motivated to 
optimize the amount of sodium bicarbonate as a matter of routine experimentation. Moreover, at 
the time of the claimed invention, one of ordinary skill in the art would have been motivated by 
the reference to optimize the percent amount of sodium bicarbonate with a reasonable 
expectation for successfully obtaining an enzyme composition. 

The reference does not identify the composition effective for removing human cerumen. 
However, the intended use of the claimed composition does not patentably distinguish the 
composition, per se, since such undisclosed use is inherent in the reference composition. In 
order to be limiting, the intended use must create a structural difference between the claimed 
composition and the composition of the prior art. In the instant case, the intended use fails to 
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create a structural difference, thus, the intended use is not limiting. Please note that when 
applicant claims a composition in terms of function, and the composition of the prior art appears 
to be the same, the Examiner may make rejections under both 35 U.S.C 102 and 103 (MPEP 
2112). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ruth A. Davis whose telephone number is 571-272-0915. The 
examiner can normally be reached on M-F 7:00 - 2:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Ruth A. Davis 
Primary Examiner 
Art Unit 1651 

January 5, 2007 




